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Y 4 ®APMAKEYTIKEZ YNHPEZIES
‘{\ ’,}' YMNOYPrEIO YFEIAZ
KYMPIAKH AHMOKPATIA PHARMACEUTICAL SERVICES
REPUBLIC OF CYPRUS MINISTRY OF HEALTH

AITHXZH I'TA AAEIA/EITTPA®H XTO MHTPQO ETAIPEIQN OI OIIOIEX
EMITIOPEYONTAI ITPOAPOMEX OYXIEX

APPLICATION FORM FOR LICENCE/REGISTRATION TO THE REGISTER OF
COMPANIES TRADING IN DRUG PRECURSORS

Kavoviauocg (EK) aptb. 1277/2005 yia tn Béomion kavévwv papuoyns tou Kavoviauov (EK) aptb. 273/2004 kot
Tou Kavoviauov (EK) apib. 111/2005 tou Eupwnaikol KotvofouAiou .

Kavoviauog (EK) optf. 273/2004 Oesomilel  evopuUoOVIOUEVA UETPA Yl TOV EVSOKOIVOTIKO EAEYX0 Kol
apakoAoUBnan MPOSPOUWY OUTIWY VOPKWTIKWYVY, WG TPOTOTOONKE.

Kavoviauog (EK) aptb. 111/2005 oxetik pe 1 Oomion kavovwvy yix Tthv mapakoAovBnon tou eumopiou
TPOSPOUWY VTV VOPKWTIKWY UETOEY TNG KowvdTnTog Kot TPITWY XWPWV, Wws TPOTTOTTOOnKEe.

Commission Regulation (EC) No. 1277/2005 lays down implementing rules for Regulation (EC) No. 273/2004 and
Regulation (EC) No. 111/2005 of the European Parliaments.

Council Regulation (EC) No. 273/2004 lays down the basic rules governing the monitoring of intra-Community
trade, as amended.

Council Regulation (EC) No. 111/2005 lays down rules for the monitoring of trade between the Community and
third countries in drug precursors, as amended.
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[IpotiBepon va eyypdyo etarpeio 1 onoia Ba gumopeveTal TPOSPOLES OLGIES (OTMOG AVAPEPOVTOL GTO
mapaptnpa I tov Kavoviepov (EK) aptf. 111/2005, g tportoromdnke). ¢ £k To0TOV, GOG
vroPdAl® Ta akolovba ototyein, GOUPOVA LE TIG GYETIKES VOLODEGIES, DOTE VO EYYPAPEL 1] GYETIKN
etapeia oto Mntpmo twv Etaupeidv o1 Omoiec Eumopedovrat [1pddpopeg Ovaoieg

I intend to register a company trading in drug precursors (as listed in Annex I of Council Regulation
(EC) No. 111/2005 as amended) and therefore submit the following documentation, in accordance
with the relevant legislation, in order to register the said company in the Register of Companies
Trading in Drug Precursors

1: XTOIXEIA AITHTH / APPLICANT DETAILS

1.1 Zroyyeio emxowvaviog amt®dv / Applicant contact details
OVOLOTETDVULO / NaIMIE: L.ttt ettt et et et et e e et e e e aneaeaneans
Ovopa etonpeiog / COMPANY NAIME: ... ...ttt e e aaeaaeaaas
AEOOUVOT [ AGAIESS ..ttt e e e e
ApBudg eyypaeng etaupeiog / Company registration number: ..o,
T L Tl o e
DO/ FaX: e

= 0 U T

2: APMOAIOX YITAAAHAOZX / RESPONSIBLE OFFICER*

2.1 Xroysia emkowvoviag Appédrov Yraiinlov / Responsible Officer contact details
OvoUaTETDVULO / NAIME: ..o e e e
AEOOUVOT / AGAIESS .ottt e e
T L Tl o
LT o PP

2.2 Tleprypagn ToV KaONKévToY Tov Appodiov Yraiinrov / Description of the duties of
the Responsible Officer

*On emyepnoets mov dwyelpilovrar Tpddpoleg ovsies g katnyopiog 1 1 2 opifovv évav vrdAinio appddio. O appddio
VROANAOG LEPIUVA DGTE 1) SLoXEIPLOT TPAYLATOTOEITE COUPOVA LLE TIG CYETIKES VOUIKEG SL0TAEELS Ko e£0VGlodoTEiTon VoL
EKTPOCOTEL TNV ENLYEIPNOT KoL Vo AapBdvel OLeS TIG AMOQAGELS TOV oTantodVTaL Yo TNV EKTEAEST] TOV KOO KOVTOG v ToD.
*Qperators engaged in the trade of Category 1 or 2 precursors shall appoint a responsible officer who shall ensure that this
trade is in compliance with the pertinent legal provisions and shall be empowered to represent the operator and to take the
decisions necessary for performing that task
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3: YIOXTATIKA / PREMISES

3.1 AwevOvvon Yrostatikdv Emyeipnong / Business Premises Address

3.2 Ieprypagn 6AmV TOV (OPOV TAPAYOYS, TUPOUCKEVNGS, OLUYEIPLONG, ATOONKEVOTG,
sweayoyns 1M / kot Eaymyng Tov apopovy TS TPOSPOUES 0VGIES (cniovvayete Ceywpioto éyypago,
gay eivar omopaitnro) |
Description of all places of production, manufacture, processing, storage, import and/or
export involving drug precursors (attach separate document if necessary)

3.3 Métpa mov Aappavovtal yio Ty Tpoinyn g un-e50v061000TNUEVIC HETOKIVIIGNG
TPOSPOPLMV OVGLAV OO TOVS YDPOVS TOV AVIPEPOVTHL 6TO SNUELD 3.2 (emiovvdyete ywpioto
&yypago, eav givai amapaitnro) |
Measures taken to prevent the unauthorised removal of drug precursors from the premises
listed in point 3.2 (attach separate document if necessary)

PappakeuTikéG YTnpeoieg, Ymoupyeio Yyeiag 1475 Asukwaia
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4: APAXTHPIOTHTEX / ACTIVITIES

4.1 Yxomdg yio. Tov omoio amontsiton 1 yypoen / Purpose for which registration is required
(Avopépete €v ovVTOULa T.). TOPATKEDT], YOVOPIKN TWANOH, EI00YWYY, eCoywyy, diabeon atnv ayopa ko / 1 katoyn (.x.
omoBnxevon). llpérer vo vrofindodv emopkeic TAnpopopies wote va dikoroloynbet n eyypopn — coUTEPILAUPAVOUEVOD Kol

TOV GKOTOU YPIiGNS TOY TPISPOUOY 0VGIDV)

(State briefly e.g. manufacturing, wholesale dealing, import, export, placing on the market and/or possession (e.g. storage).
Sufficient information should be supplied in order to justify registration — including the drug precursors intended use)

PappakeuTikéG YTnpeoieg, Ymoupyeio Yyeiag 1475 Asukwaia
TnA.: 22 608 607 Fax: 22 407 149 10To0€Aida: http://www.moh.gov.cy/phs

4|8




5: TYIIOX THX EITPA®HX / TYPE OF REGISTRATION

KATHI'OPIA 1/ CATEGORY 1 PRECURSORS
(Znueiwore tig Tpddpoues ovaics ko Tig TpwTofabuies dpaoTPLOTHTES YLo TIG OTTolES omouteitan Eyypopr]) |
(Indicate with a tick the drugs precursors and primary activities for which licence is required)

Tomog tng eyypawng / Type of Registration

Mpodpopeg Ovaieg / CN Code as Ewoaywyn/ | MpopnBeia/ | Katoxn (cupmeptAapfavet
Drug Precursors stated in Annex I Import To supply or | Tnv amodnkevon kat TRV
(including their salts and to EC Regulation offer to supply | eme&epyaoia) /
stereoisomeric forms wherever | No 273/2004, as To possess (includes storage
such exist (not being cathine) | amended and processing)
1-Phenyl-2-propanone 2914 31 00 O O (]
N-Acetylanthranilic acid 2924 23 00 O a |
Isosafrol (cis+trans) 293291 00 O O O
3,4-Methylenedioxy- 2932 92 00 0 O 0
phenylpropan-2-one
Piperonal 29329300 O | O
Safrole 29329400 O | O
Ephedrine 2939 41 00 O | O
Pseudoephedrine 2939 42 00 O | O
Norephedrine 2939 44 00 O O O
Chloroephedrine 293999 00 O O O
Chloropseudoephedrine 2939 99 00 O a |
Ergometrine 2939 61 00 O a |
Ergotamine 2939 62 00 O O O
Lysergic Acid 293963 00 O O O
Alpha-phenylacetoacetonitrile| 976 90 95 0 0 O
(APAAN)

'4-anilino-N- 2933 3999 0 O O

phenethylpiperidine (ANPP)

IN-phenethyl-4-piperidone 29333999 0 O O

(NPP)

Inpeiwaon: ZUUTEPAAUBAVOVTOL TO GAATO TWV OXETIKWY OUCGLWY OTAV AUTA ElVal UTTPKTA Kal Sev givat dAata kabivng
Note: This includes the salts of these substances whenever the existence of such salts is possible and not being salts of cathine.
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KATHI'OPIA 2/ CATEGORY 2 PRECURSORS
(Znueidote TIg TPOSPOUES 0VOIES Kol TIC TPWTOLAOUIES IPATTNPLOTHTES Yio. TIC OTTOIES amaateital eyypapr) |
(Indicate with a tick the drug precursors and primary activities for which registration is required)

TOTocg NG eyypaprig / Type of Registration
Mpoédpopeg Ouaicg/ | CN Code as stated [Elcaywyn /| MpounBsia / | Katoxn (meptdapPavel
Drug Precursors in Annex I to Import | To supply or | amoOnkevon ko eme€epyacia) /
(including their salts Regulation (EC) No offer to supply| To possess (includes storage and
wherever such exist) 273/2004 processing)
Katnyopia 2A /
Category 2A
Acetic anhydride 2915 24 00 | O O
Katnyopia 2B /
Category 2B
Anthranilic acid 2922 43 00 O O O
Phenylacetic acid 2916 34 00 O O O
Piperidine 2933 3200 O O O
EZ::;\ugn;nate 28416100 - - -

Note: This includes the salts of these substances whenever the existence of such salts is possible

Enpeiwaon: ZupTEPAAUBAVOVTOL T GAATO TWV CXETIKWY OVOLWVY OTAV QUTA VAL UTIAPKTA

KATHI'OPIA 3/ CATEGORY 3 PRECURSORS
2nueinate Tig TPOIPOUES OVOIES KO TIG TPWTOPAOUIES OPOTTHPIOTHTES YIa TIG OTOLES OTOITEITOL EYYPOPT])
(Indicate with a tick the drug precursors and primary activities for which registration is required)

TOmog tng eyypawng / Type of Registration

Mpodpoueg Ovaisg / | CN Code as stated in Ewoaywyn / Import | Katoxn (mepthapfavet

Drug Precursors Annex I to Regulation amoOnkevon ko eme€epyaoio)
(including their salts (EC) No 273/2004 / To possess (includes storage
whenever such exist) and processing)

Acetone 29141100 | O

Ethyl ether 2909 11 00 O O

Methylethyl ketone 291412 00 O O

Toluene 2902 30 00 O O

Sulphuric acid 2807 00 10 O O

Hydrochloric acid 2806 10 00 O O

P nueiwaon: ZUPTEPAXUPAVOVTAL TA GAXTO TWV OXETIKWY OUCLWY OTAV UTA Elvat VTTOPKTA Kat Sev eivat GAaTa Tou
VEPOoXAWPLKOV Kal Belkov 0&éog.
Note: This includes the salts of these substances, whenever the existence of such salts is possible and not being the salts of
hydrochloric acid and sulphuric acid.

TnA.: 22 608 607
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KATHI'OPIA 4/ CATEGORY 4 PRECURSORS
2nueidate Tig TPOIPOUES OVOIES KOl TIG TPWTOPAOUIES OPOTTHPIOTHTES YIa TI OTOLES OTOITEITOL EYYPOPT])
(Indicate with a tick the drug precursors and primary activities for which registration is required)

TUTog tng eyypawrg / Type of Registration
IMpodpoueg Ovaisg ot omoisg CN Code as stated | Eloaywyn / Import EEaywyn / Export
TIEPLEXOVTOL OTO (PAPUAKEUTIKO in Annex I to
npoiovtog / Drug Precursors Regulation (EC)
Contained in Medicinal Product No 273/2004
Ephedrine 29394100 U O
Pseudoephedrine 2939 42 00 O O

6: AHAQXH / DECLARATION

Y€ MEPIMTMOOT KATAYDPLONG TNG EYYPAPNC:

iv.

Avoropupave v eEac@AAIoT TNG EKTANPOOTG TMV VTOYPEDCEMY TOV ATOPPEOLY PAGEL TV
OpwV Kot TPoiToBEcEMVY TNG EYYPAPTS

AvoropuBave Ty vmoypEmo Vo TP® apyeio OA®V TV TPOSPOL®Y OVGIHY TOL
YPNOYOTO0VVTOL (GUUTEPIAAUPOVOUEV®Y ElI0aYMYES, eEaymyEg, TpopnBeta, amodnKevon,
KAT), cOLQ®VA LLE TN GYETIKN Vopobeaia katl va B€Tm avtd ta ototyeia ot didfeon Tv
Evtetolpévov Embeopntav e Apuodiag Apyng ywo EAeyyo

Avoroppave Ty vmoyxpEmon va TapEx® otV Appodia Apyf] TANPOPOPIleg OYETIKA [E TIC
TOGOTNTEC TV TPOOPOU®V 0VCLOV TToL ayopdlovral, elcdyovtal, dyovtat, Tpoundedovrat,
YPNOWOTO0VVTAL, KTA. OTav {nTodvTon Kabe ¥povo, OTme avapEPETOL GTN GYETIKT vouobesia.
Aniove 6Tt Ta dve otoyeia eival, €€ 6oV Yvopilo Kot ToTEV®, GOOTA Kol avoAAUBave vo
EVILEPMGC® AUECHOC TNV APROdia. Apyn Yo TUXOV 0AAYEG GTIC IO TTOV® TANPOPOpPIEg

In the event of the registration being granted:

I undertake to ensure fulfilment of the obligations arising by virtue of the terms and
conditions of the registration

I undertake to keep records of all drug precursors handled (including imports, exports, supply,
storage, etc) in accordance with the relevant legislation and furnish them for inspection
whenever requested by the Competent Authority.

I undertake to provide to the Competent Authority information regarding the quantities of
drug precursors purchased, imported, exported, supplied, used when requested each year, as
stated in the relevant legislation.

iv. I declare that the above particulars are, to the best of my knowledge and belief, correct and |
undertake to immediately inform the Competent Authority of any changes to the above
information.

Y7TOYypa@r] / SIgNature: ........ocevvivriiriiiiiriiieiearannannns Huep. /Date: .........ocoovene.n.

(Autov / Applicant)

Yroypa@n / Signature: ........coooeviiiiiiiiiiea Huep./Date: .......ccevvnnenn.n.
(Apuodiog Yrarinrog /
Responsible Officer)
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7: LZYNHMMENA / ATTACHMENTS

7.1 Avrtiypago g IToAtikng Tavtotntag tov Artodvtog kat tov Apuddiov Ymaiiniov /

Copy of the Applicant’s and Responsible Officer’s National ID card O
7.2 Thotomomtikd Agvkod ITowvikod Mntp®ov Tov Attovvtog Kot Tov Appodiov Yroriniov /

Clear Criminal Record report for both the Applicant and Responsible Officer =
7.3 Ihiotomomtikd KOANG oy@yng yio Tov Appodio Yraiinio* /

Certificate of good conduct for the Responsible Officer* O
7.4 Thotomomtikd Xvotaong g etapeiog / The company’s Certificate of Incorporation O
7.5 To motomomTiko g etaupeiog mov vrodeikvioet Tov Atgvbuvtn kot tov I'pappotéa /

The company’s certificate showing the directors and secretary O
7.6 To ITiotomomtikd petdyowv g etaupeiog / The company’s shareholder certificate O

* TIiotonomTikd KOAAG aymyhg yio. tov Appodio YrdAinio. Avtd o mpémet va givat pio OVIOUN ETIGTOAN TOV
vroyphpetal amd Evav Ao vrdAAnio g etoupeiog, dnwg tov dievbuvth kot Oa wpémel, Yo Tapadelypa, va.
emPePardvovv 6t 0 Appddiog YrdAAniog gival ikavo Kot KOTOAANAO TPOCHOTO Yo va evepyel g vrevBuvog
v T1g Tpddpopeg ovoiec. Emiong umopel av entBopovv vo ONAOGouY 60 kapd 0 approdiog VITAAANAOG £xEl
EPYOOTEL Y100 TNV ETALPELD, TO POLO TTOV KOTEXEL KO io. ONAMON OYXETIKE LLE TOV TPOTO TOL £)EL TPAYLOTOTOCEL
T KABMKOVTA TOV.

*A certificate of good conduct for the responsible officer; this should be a brief letter signed by another officer
of the company such as the director and should, for example, confirm that the responsible officer is a fit and
proper person to act as the responsible officer for drug precursors. They may also wish to state how long the
responsible officer has worked for the company, the role they hold and a statement on how they have carried out
their duties.
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