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MEXOI'EIQN 284, 15562, XOAAPT'OX

AIEYOYNXH EPI'AXTHPIQN

TMHMA ®APMAKOIIOIIAX ANAPTHTEA XTO AIAAIKTYO
[TAnpopopies:  A. Maxpitng Abnva, 11-06-2019
TnAépwvo: 213 2040379 Ap0. [lpwt. 74462
Fax: 213 2040562 [Tpog: Onwg o Tivakag amodeKTdOV
e-mail: amak@eof.gr

ET'KYKAIOX
Oépa: Oéon o€ 16y0 ToV Zvpurinpoperos 9.8 g 9" "Exdoong g
Evponaikig ®appokonouiog

2aG KOVOToloVUE TO, VEQ, O10pBmpuéva Kot avabempnuéva Keipevo Tov TePLEYovTan
610 Xoprijpope 9.8 g 9" "Exdoong g Evponaikng @appokonotiog kot tiBevot
o€ 1oy oo v 1/7/2019.

H vroroun 9" éxdoon g Evponaikng appaxonoiag, onwg t€0nke o€ 10y0 pHe TG
v’ aplBp. mpwt. 94712/8-12-2016 (éxdoom 9.0), 19402/8-3-2017 (cvumi. 9.1),
59960/3-7-2017 (cvumA. 9.2), 110583/07-12-2017 (cvumh. 9.3), 41275/13-04-2018
(ovumi. 9.4), 68755/26-6-2018 (cvumh. 9.5), 125974/10-12-2018 (cvumk. 9.6) &
27356/13-3-2019 (cvumA. 9.7) oyetikég eykvkiiovg pag, cvveyilel vo Bpioketar og
1)L

Yougpwvo pe v 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 “Kopwon g
2opPaong v v exndévnon Evpomndikng Papuoxomotiog kot dAAeS datdEels”,
TPOCUPLOYN OTIC AMOLTNGELS, oV TifevTol 6€ oYL oTIS avapepbeiceg nuepounvies,
elvar voypewTIN.

O NPOEAPOX AX/EO®

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

2. X0 hoyog Avturpoocanov Pap/kav Eddv kol Etdikotitov
0086¢ Tatoiov.180 yAu. EOvikig Od00 ABnvav-Aapiog, 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. Knowoiag 324-326, N. Poywo, T.K. 15451 (pef@pef.qr)

5. Xhvdeopog Avritpoocanav, Ewsayoyiov & lapackevastodv Ktnv/kov @oappdkov
Ayiov Kovotavtivov 40, Epumopuco kévipo AIOPIO, Mapovot, 15124, Attw.

6. AYI'TEEOA
Mecoyeimv 227, T.K. 11525, Etpartorn. [Tardyov
(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 Aiavous (Hovo ue §iEKTPOVIKO TAYVOPOUELD):
1. Alven Alvon A/kdv Yrmpeoiov EAEyyov 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
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NEA, ANAOGEQPHMENA KAI AIOPOQMENA KEIMENA TOY
SYMMNAHPQMATOZX 9.8 THZ ENATHZ (9%%) EKAOZHZ THZ EYPQIMNAIKHZ
®APMAKOMNOIIAZ

NEA KEIMENA ZTO ZYMINAHPQMA 9.8 THZ 9" EKAOZHZ

Ta napakdTw Keipeva sugavifovrail yia npwtn ¢opd ornv Eupwnaikn ®apuakornoiia.
©@a Tebouv o< epapuoyn 1o apyoTepo Tnv 11 IouAiou 2019.

KE®AAAIA TENIKOY MEPOYZ
2.8.24. Foam index

MONOIPA®IEZ

EugBoAia yia avlpmnivn Xpnon

Meningococcal group A, C, W135 and Y conjugate vaccine (3066)
Pappara yia KTnviaTpikn XpRnon

Polyamide suture, sterile, in distributor for veterinary use (3083)
DuUTIKEG dPOYEG KAl OKEUACHATA PUTIKOV Spoymv

Dwarf lilyturf tuber (3000)

Movoypapigg

Deferiprone tablets (2986) Mebeverine hydrochloride (2097)
Filgrastim injection (2848) Nilotinib hydrochloride monohydrate
Lacosamide tablets (2989) (2993)

Levofloxacin hemihydrate (2598) Regorafenib monohydrate (3012)

KEIMENA NOY EXOYN ANAGEQPHOEI XTO ZYMINAHPQMA 9.8 THZ 94
EKAOzHZz

Ta napakdTw Keiueva exouv avabewpnOei TEXVIKA O OXEON LE TNV NPOnyouuEVn
dnuoaicuorn Touc. Oa TeBouv os epapuoyn Tnv 11 IouAiou 2019.

KE®AAAIA FTENIKOY MEPOYZ

2.2.32. Loss on drying

2.2.35. Osmolality

2.5.32. Water: micro determination

2.6.20. Anti-A and anti-B haemagglutinins
2.7.16. Assay of pertussis vaccine (acellular)
2.8.12. Essential oils in herbal drugs

2.9.10. Ethanol content

2.9.11. Test for methanol and 2-propanol

4, Reagents (new, revised, corrected)
5.22. Names of herbal drugs used in traditional Chinese medicine
MONOIPA®IEZ

EHMBOAIa yia avBpmnivn Xpnon

Diphtheria, tetanus and pertussis (acellular, component) vaccine (adsorbed)
(1931)

Diphtheria, tetanus and pertussis (acellular, component) vaccine (adsorbed,
reduced antigen(s) content) (2764)

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

Diphtheria, tetanus, pertussis (acellular, component) and hepatitis B (rDNA)
vaccine (adsorbed) (1933)
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Diphtheria, tetanus, pertussis (acellular, component) and poliomyelitis

(inactivated) vaccine (adsorbed) (1934)

Diphtheria, tetanus, pertussis (acellular, component) and poliomyelitis
(inactivated) vaccine (adsorbed, reduced antigen(s) content) (2329)

Diphtheria, tetanus, pertussis (acellular, component), hepatitis B (rDNA),
poliomyelitis (inactivated) and haemophilus type b conjugate vaccine (adsorbed)

(2067)

Diphtheria, tetanus, pertussis (acellular, component), poliomyelitis (inactivated)
and haemophilus type b conjugate vaccine (adsorbed) (2065)

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)
Pertussis vaccine (acellular, component, adsorbed) (1356)

Pertussis vaccine (acellular, co-purified, adsorbed) (1595)

EQgBOAIa yia KTNVIATPIKA Xpnon

Avian infectious bursal disease vaccine (live) (0587)
Equine influenza vaccine (inactivated) (0249)
PadiopapHAKEUTIKGO OKEUAOHATA KAl NP®MTEG UAEG Yid TNV NAPACKEUN TOUG

Technetium (°°™Tc) mebrofenin injection (2393)

Papgpara yia KThviaTpikn XpRon

Linen thread, sterile, in distributor for veterinary use (0608)
Silk suture, sterile, braided, in distributor for veterinary use (0606)
DUTIKEG SPOYEG KAl OKEUACHATA (PUTIKAOV 3poywmv

Acacia (0307)

Agnus castus fruit dry extract (2309)
Alchemilla (1387)

Dog rose (1510)

Dwarf pine oil (2377)

Ginseng (1523)

OpolIonadnTika okevuaocpHara

Juniper (1532)

Matricaria flower (0404)
Notoginseng root (2383)
Saw palmetto extract (2579)
Senega root (0202)

Sweet orange oil (1811)

Acidum succinicum for homoeopathic preparations (2824)

Movoypagieg

Acacia, dried dispersion (0308)
Ascorbic acid (0253)

Asparagine monohydrate (2086)
Benzylpenicillin (procaine)
monohydrate (0115)

Betadex (1070)

Calcium pantothenate (0470)
Carboplatin (1081)
Chlorprothixene hydrochloride
(0815)

Desflurane (1666)

Doxazosin mesilate (2125)

Egg phospholipids for injection
(2315)

Erythritol (1803)

Etanercept (2895)

Ethacridine lactate monohydrate
(1591)

Filgrastim concentrated solution
(2206)

Fingolimod hydrochloride (2988)
Flupentixol dihydrochloride (1693)
Fructose (0188)

Glucosamine sulfate potassium
chloride (2708)

Glucosamine sulfate sodium chloride
(2447)

Heparins, low-molecular-mass
(0828)

Hydrocortisone acetate (0334)
myo-Inositol (1805)

Isomalt (1531)

Lactitol monohydrate (1337)
Lactulose (1230)

Lactulose, liquid (0924)
Loperamide hydrochloride (0929)
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Macrogol lauryl ether (1124)
Macrogol stearate (1234)
Magnesium pidolate (1619)
Maltitol (1235)

Maltitol, liquid (1236)

Mannitol (0559)

Mefenamic acid (1240)
Meglumine (2055)

Mesalazine (1699)

Methyl salicylate (0230)
Methylthioninium chloride hydrate
(1132)

Moxifloxacin hydrochloride (2254)
Oxaliplatin (2017)

Oxfendazole for veterinary use
(1458)

Parnaparin sodium (1252)
Prazosin hydrochloride (0856)
Prochlorperazine maleate (0244)
Ramipril (1368)
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Sodium ascorbate (1791)

Sorbitol (0435)

Sorbitol, liquid (crystallising) (0436)
Sorbitol, liquid (non-crystallising)
(0437)

Sorbitol, liquid, partially dehydrated
(2048)

Soya phospholipids for injection
(2316)

Spironolactone (0688)
Sulfobutylbetadex sodium (2804)
Teicoplanin (2358)

Tolfenamic acid (2039)

Trandolapril (2245)

Valaciclovir hydrochloride (1768)
Valaciclovir hydrochloride hydrate
(2751)

Vancomycin hydrochloride (1058)
Xylazine hydrochloride for veterinary
use (1481)

KEIMENA NOY EXOYN AIOPOQOEI XTO ZYMINAHPQMA 9.8 THZ 9HZ

EKAOZHZ
Ta napakdaTw Keipgeva exouv diopdwOei oTo ZUupnAnpwpa 9.8 TNg 9" €kdoong TG
Eupwnaikng ®appakonoliag kai pEPouV NAavw ano Tov TITAo Tn onueiwon “d16pbwaon
9.8". O1 diopBwoeic npenel va AayfavovTal un’ OYiv To CUVTOPOTEPO duvaTo Kal Oxl
apyoTepa ano Tnv 28" deBpouapiou 2019.

KE®AAAIA FTENIKOY MEPOYZ
2.3.2. Identification of fatty oils by thin-layer chromatography

KEIMENA TQN OMOIQN O TITAOZ AAAAZE 2TO ZYMNAHPQMA 9.8 THZ 94
EKAOZHZ

MONOIPA®IEZ

Movoypagieg

Acacia, dried dispersion (0308) (nponyouuevwc Acacia, spray-dried)
Benzylpenicillin (procaine) monohydrate (0115) (nponyouuévwc Benzylpenicillin,
procaine)

Methylthioninium chloride hydrate (1132) (nponyouusevwc Methylthioninium
chloride)

Valaciclovir hydrochloride hydrate (2751) (nponyouuevwc Valaciclovir
hydrochloride, hydrated)

KEIMENA NOY AIATPA®ONTAI
Ta enoueva keiyeva diaypdpovrail ano 11 IouAiouv 2019.
MONOTIPA®IEZ
Papgyara yia KThviaTpikn XpAon
Polyamide 6 suture, sterile, in distributor for veterinary use (0609)
Polyamide 6/6 suture, sterile, in distributor for veterinary use (0610)
Movoypaieg
Dihydroergotamine tartrate (0600)
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