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EAAHNIKH AHMOKPATIA
EONIKOX OPTANIZEMOX PAPMAKQN

MEXOTI'EIQN 284, 15562, XOAAPI'OX

AIEYOYNXH EPI'AXTHPIQN

TMHMA ®APMAKOIIOIIAX ANAPTHTEA 2TO AIAAIKTYO
[Iimpogopieg:  A. Maxpitng Abnva, 10-12-2018
Tniépmvo: 213 2040379 Apf. [lpwt. 125974
Fax: 213 2040562 [Ipogc: Onwg o mivakog amodekT®dV
e-mail: amak@eof.gr

ET'KYKAIOX
Ofno: Ofon 6 160 ToV XvumTAnpodpatos 9.6 T 9" "Exdoong ¢
Evponaikig ®appoxonouiog

20g KOWOoTolovLE o véa, ooplmpuéva kol avabempnpéva Keijeva mov mepiéyovron
610 Xvpumifpopa 9.6 g 9" 'Exdoong ¢ Evponoikfic Popuokonoliog kot
tifevton o€ oy amd v 1"/1/2019.

H vréroumn 9" ékdoon ¢ Evponaikig @opuakomotiog, dnme 10nke og 1oy pe Tig
v’ apldp. mpwt. 94712/8-12-2016 (éxdoom 9.0), 19402/8-3-2017 (ovumA. 9.1),
59960/3-7-2017 (cvumA. 9.2), 110583/07-12-2017 (cvumh. 9.3), 41275/13-04-2018
(ovumh. 9.4) & 68755/26-6-2018 (cuumh. 9.5) oxetikég eykvihiovg pog, cuveyilel va
Bpioketal og 109%0.

Youpwvo pe tnv Odnyio 2001/83/EC  “The Community code relating to medicinal
products for human use”, v katevBuvtipia odnyic EMEA/42371/2008 “Scientific
guidelines and European Pharmacopoeia monographs” kot to Nopo 1425 “Kbdpwon
™m¢ ZOpPaong yua v ekndvnon Evponaikig @appoaxonotiog kot GAAES d10tdEels”, 1
TPOCUPLOYN OTIC OMOLTNGELS, OV TifevTol 6€ oYL oTIS avapepbeiceg Nuepounviegs,
elvoll LVTOYPEMTIKT).

H ITPOEAPOX AX/EO®

A. ANTONIOY
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Amodéxtes yia evépyeta:
1. Yrovpysio Yysiag kon Kowvovikig AAAnieyyong
Alvon @appdxev kot Doppokeiov

2. YX0rhoyog Avturpoocanmv Pap/kav Edav kot Etdwkotiitov
0086¢ Tatoiov.180 yAu. EOvikig Od00 ABnvav-Aapuiog, 146 71- Néa EpvBpaio.

3. X.9.E.E
A. Knooiog 280 & Aypwviov 3, 15232, Xaddvopt, Abnva (sfee@sfee.qr)

4. Hoaveriqvio ' Evoon @appoxofrop/viag
A. Knooiag 324-326, N. Yoyuco, T.K. 15451 (pef@pef.gr)

5. Xdvdeopog Avritpocanov, Ewsayoyiov & Mapackevastodv Ktnv/kov @oappdkov
Ayiov Kovotavtivov 40, Epropuco kévipo AIOPIO, Mapovot, 15124, Attw.

6. AYI'TEEOA
Meooyeimv 227, T.K. 11525, Xtparon. [Tomdyov
(pe v mapdrinon evnuépwong twv Noonievtik®dv [dpvpdrov ducaiodosiog Tov)

7. AYIIEE
(ne v mopdxkinom evnuépwong twv Noonievtikov Idpvudreov & Kévipov Yyelag tng
TEPLPEPELAG TOVG)

Ecwtepixny Aiavoun (uovo ues §ieKTpoviKe toyvopoucio):
1. Alven Alvon A/kdv Yrnpeoiwv EAéyyov Ipoidvtav

2. Alvon A&ohdynong [poidviov

3. Alvon Aebvav, Anpociov Xxécewnv & ITAnpopopnong
4. Alvorn Eléyyov Hapaywyng & Kvkhogopiag Ipoidvtov
5. A/von Epyaotnpiov

6. A/von @ap/xov Meketov & Epsuvav

7. Tuqua @appokonrotiog A/vong Epyastnpiov


mailto:sfee@sfee.gr
mailto:pef@pef.gr
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NEA, ANAOGEQPHMENA KAI AIOPOQMENA KEIMENA TOY
SYMMNAHPQMATOZX 9.6 THZ ENATHZ (9"*) EKAOZHZ THZ EYPQIMNAIKHZ
®APMAKOMNOIIAZ

NEA KEIMENA =XTO YMMNAHPQMA 9.6 THE 9"* EKAOZHZ

Ta napakdTw Keiuyeva eu@avidovrar yia npotn @opd ornv  Eupwnaikn
®apuakornoiia. ©a TeBouv o€ spapuoyn To apyotepo Tnv 1" Iavouapiou 2019.

MONOTIPA®IEZ

DUTIKEG JPOYEG KAl OKEUACHATA (PUTIKOV Spoymv
Gastrodia rhizome (2721)

Lightyellow sophora root (2440)

OpoIonNadnTIKa OKEUAoHATA

Digitalis for homoeopathic preparations (2705)
Movoypaieg

Haemofiltration and Phenoxymethylpenicillin (benzathine)
haemodiafiltration, concentrated tetrahydrate (2636)

solutions for (2770) Phytomenadione, racemic (3011)
Imidacloprid for veterinary use Podophyllotoxin (2750)

(2924) Rotigotine (3014)

Infliximab concentrated solution Sulfobutylbetadex sodium (2804)
(2928) Zoledronic acid monohydrate (2743)

KEIMENA NOY EXOYN ANAGEQPHOEI TO YMNAHPQMA 9.6 THX 9"*
EKAOZHZ

Ta napakdTw Keiueva xouv avabewpnOel TEXVIKA O OXEON ME TNV MPONYoOUUEVD
dnuooisuon Toug. Oa Tebouv os epapuoyn Tnv 1" Iavouapiou 2019.

KE®DAAAIA FTENIKOY MEPOYZ

2.2.9. Capillary viscometer method

2.2.17. Drop point

2.2.28. Gas chromatography

2.2.29. Liquid chromatography

2.2.30. Size-exclusion chromatography

2.2.38. Conductivity

2.3.2. Identification of fatty oils by thin-layer chromatography

2.8.13. Pesticide residues

3.1.1.1. Materials based on plasticised poly(vinyl chloride) for containers for
human blood and blood components

3.1.1.2. Materials based on plasticised poly(vinyl chloride) for tubing used in
sets for the transfusion of blood and blood components

3.1.13. Plastic additives

3.1.14. Materials based on plasticised poly(vinyl chloride) for containers for
aqueous solutions for intravenous infusion

3.2.1. Glass containers for pharmaceutical use

3.2.3. Sterile plastic containers for human blood and blood components

3.2.4. Empty sterile containers of plasticised poly(vinyl chloride) for human
blood and blood components

3.2.5. Sterile containers of plasticised poly(vinyl chloride) for human blood

containing anticoagulant solution
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4, Reagents (new, revised, corrected)

5.8. Pharmacopoeial harmonisation

5.22. Names of herbal drugs used in traditional Chinese medicine
MONOTIPA®IEZ

Fevikég Hovoypaieg
Allergen products (1063)

Immunosera for human use, animal (0084)

Products of fermentation (1468)
DAPHAKOTEXVIKEG HOPPEG
Granules (0499)

Pressurised pharmaceutical preparations (0523)

Sticks (1154)

EgBoAla yia avlpmnivn XpRon
Anthrax vaccine for human use
(adsorbed, prepared from culture
filtrates) (2188)

Diphtheria, tetanus, pertussis
(acellular, component) and
haemophilus type b conjugate
vaccine (adsorbed) (1932)
Haemophilus type b conjugate
vaccine (1219)

Hepatitis A (inactivated, adsorbed)
and typhoid polysaccharide vaccine
(2597)

Hepatitis A (inactivated) and
hepatitis B (rDNA) vaccine
(adsorbed) (1526)

Hepatitis A vaccine (inactivated,
adsorbed) (1107)

Hepatitis A vaccine (inactivated,
virosome) (1935)

Hepatitis B vaccine (rDNA) (1056)
Human papillomavirus vaccine
(rDNA) (2441)

Influenza vaccine (split virion,
inactivated) (0158)

Influenza vaccine (surface antigen,
inactivated) (0869)

Influenza vaccine (surface antigen,
inactivated, prepared in cell cultures)
(2149)

Influenza vaccine (surface antigen,
inactivated, virosome) (2053)
Influenza vaccine (whole virion,
inactivated) (0159)

Influenza vaccine (whole virion,
inactivated, prepared in cell cultures)
(2308)

Measles, mumps and rubella vaccine
(live) (1057)

Measles, mumps, rubella and
varicella vaccine (live) (2442)
Measles vaccine (live) (0213)
Meningococcal group C conjugate
vaccine (2112)

Meningococcal polysaccharide
vaccine (0250)

Mumps vaccine (live) (0538)
Pneumococcal polysaccharide
conjugate vaccine (adsorbed) (2150)
Pneumococcal polysaccharide vaccine
(0966)

Poliomyelitis vaccine (inactivated)
(0214)

Rabies vaccine for human use
prepared in cell cultures (0216)
Rubella vaccine (live) (0162)
Shingles (herpes zoster) vaccine
(live) (2418)

Smallpox vaccine (live) (0164)
Tick-borne encephalitis vaccine
(inactivated) (1375)

Typhoid polysaccharide vaccine
(1160)

Typhoid vaccine (0156)

Varicella vaccine (live) (0648)
Yellow fever vaccine (live) (0537)

DUTIKEG SPOYEG KAl OKEUAOHATA (PUTIKOV 3poywmv

Akebia stem (2472)
Bilberry fruit, dried (1588)
Bilberry fruit, fresh (1602)
Fenugreek (1323)

Garlic powder (1216)

Isatis root (2566)

Milk thistle dry extract, refined and
standardised (2071)

White horehound (1835)
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Movoypaieg

Amikacin sulfate (1290)
Amisulpride (1490)

Ammonio methacrylate copolymer
(type A) (2081)

Ammonio methacrylate copolymer
(type B) (2082)

Aprotinin (0580)

Aprotinin concentrated solution
(0579)

Arachis oil, hydrogenated (1171)
Arachis oil, refined (0263)
Benzylpenicillin (benzathine)
tetrahydrate (0373)

Botulinum toxin type A for injection
(2113)

Botulinum toxin type B for injection
(2581)

Calcifediol monohydrate (1295)
Calcipotriol (2011)

Calcipotriol monohydrate (2284)
Calcium hydrogen phosphate (0981)
Cellulose, microcrystalline (0316)
Chlorobutanol (0382)
Chlorobutanol hemihydrate (0383)
Cholecalciferol concentrate (oily
form) (0575)

Cinchocaine hydrochloride (1088)
Colistin sulfate (0320)

Cystine (0998)

Cytarabine (0760)
Dihydrostreptomycin sulfate for
veterinary use (0485)
Dihydrotachysterol (2014)
Disodium phosphate dodecahydrate
(0118)

Ebastine (2015)

Erythropoietin concentrated solution
(1316)

Ethosuximide (0764)
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Glycerol (0496)

Glycerol (85 per cent) (0497)
Granisetron hydrochloride (1695)
Griseofulvin (0182)

Haemodialysis, solutions for (0128)
Haemofiltration and
haemodiafiltration, solutions for
(0861)

Hypromellose (0348)

Kanamycin acid sulfate (0033)
Kanamycin monosulfate (0032)
Levocarnitine (1339)

Lidocaine hydrochloride monohydrate
(0227)

Mepivacaine hydrochloride (1242)
Methacrylic acid - ethyl acrylate
copolymer (1:1) (1128)
Methylcellulose (0345)

Nystatin (0517)

Pantoprazole sodium sesquihydrate
(2296)

Pentobarbital (0200)

Pentobarbital sodium (0419)
Peritoneal dialysis, solutions for
(0862)

Phenytoin (1253)

Phenytoin sodium (0521)
Potassium sulfate (1622)
Primaquine diphosphate (0635)
Protamine sulfate (0569)

Rifamycin sodium (0432)
Ropinirole hydrochloride (2604)
Sodium sulfate, anhydrous (0099)
Sodium sulfate decahydrate (0100)
Starches, hydroxyethyl (1785)
Streptokinase concentrated solution
(0356)

Streptomycin sulfate (0053)
Tigecycline (2825)

KEIMENA NOY EXOYN AIOPOQOEI XTO SYMINAHPQMA 9.6 THX 9"*
EKAOZHZz

Ta napakdTw Keipeva €xouv diopbwbei oTo SupnAnpwua 9.6 Tng 9™ £kdoang Tng

Eupwnaikng ®apuakonoliag kal gEpouv Navw ano Tov TITAO Tn onueinon

"d16pBwon 9.6”. O dlopdwaoelc npenel va AauBavovTtal un’ OWIlv To GUVTOUOTEPO

duvaTo kal oxl apyoTtepa ano Tnv 31" AuyouoTou 2018.

KE®AAAIA TENIKOY MEPOYZ

2.4.20. Determination of elemental impurities
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5.24. Chemical imaging

MONOTIPA®IEZ
PadiopapHAKEUTIKA OKEUAOHATA KAl NP®TEG UAEG YId TNV NAPACKEUN TOUG

Gallium (°®Ga) edotreotide injection (2482)

DUTIKEG JPOYEG KAl OKEUACHATA (PUTIKOV Spoymv
Devil’s claw root (1095)

Evodia fruit (2718)

Platycodon root (2660)

Movoypaigg

Albendazole (1386) Guaifenesin (0615)

Azithromycin (1649) Hyoscine butylbromide (0737)
Bacitracin (0465) Ibuprofen (0721)

Bacitracin zinc (0466) Imatinib mesilate (2736)

Dextrin (1507) Ipratropium bromide (0919)
Follitropin (2285) Mesalazine (1699)

Follitropin concentrated solution Milbemycin oxime for veterinary use
(2286) (2536)

Galantamine hydrobromide (2366) Quetiapine fumarate (2541)
Goserelin (1636) Ranitidine hydrochloride (0946)

ENAPMONIZMENA KEIMENA
Ta napakdTw KeieVa xouv evapuoviobei oTa nAaioia tng evapuoviong Twv
Gdapuakornonwyv

KE®AAAIA TENIKOY MEPOYZ
2.2.38. Conductivity
MONOTIPA®IEZ

Movoypaieg

Calcium hydrogen phosphate (0981)

KEIMENA TQN OMOIQN O TITAOZ AAAAZE ZTO YMNAHPQMA 9.6 THE 9"
EKAOzHZz

MONOIPA®IEZ

Movoypagieg

Benzylpenicillin (benzathine) tetrahydrate (0373) (nponyouugvwc Benzylpenicillin,
benzathine)

Calcifediol monohydrate (1295) (nponyouuévwg Calcifediol)

Lidocaine hydrochloride monohydrate (0227) (nponyouugvwc Lidocaine
hydrochloride)

KEIMENA NOY AIATPA®ONTAI
Ta enoueva keiyeva diaypdpovtal ano 1" Iavouapiou 2019.
KE®AAAIA TENIKOY MEPOYZ
2.6.9.Abnormal toxicity
MONOTIPA®IEZ
Movoypaieg
Desoxycortone acetate (0322)
Emetine hydrochloride pentahydrate (0081)
Phytomenadione (1036)
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