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EAAHNIKH AHMOKPATIA
EONIKOX OPTANIZEMOX PAPMAKQN

MEXOTI'EIQN 284, 15562, XOAAPI'OX

AIEYOYNXH EPTAXTHPIQN
TMHMA ®APMAKOIIOIIAX ANAPTHTEA 2TO AIAAIKTYO
[Mnpogopiec: A. Maxpitng Abnva, 05-06-2025
TnAépmvo: 213 2040379 Apif. Tlpwrt. 67646
e-mail: amak@eof.gr [poc: Onwg o Tivakag amodeKT®V
ET'KYKAIOX
Oépa: Oéon og woyd Tov ovpminpopatos 11.8 g 11" Exdoong g Evporaikng
@appoxonoliog

Yag Kowvomolovue T véa, avafsopnuéva kol owoplopéve keipeva mov mEPEYOVIUL GTO
Yopmipopa 11.8 g 11" ékdoong g Evponaikng @apuaxomotiog kot tibevior og 1oy
and tnv 11/07/2025.

YrevOopiletor 0T ég Tdpa ) 11" €kdoon g Evpanaixng appokorotiag £xet 1ebel og 1oy
pe T v’ apBp. Tpwt. 135852/05-12-2022 (cvvorikn £kdoon 11.0 & Zvumh. 11.1), 61678/06-
06-2023 (XvumA. 11.2), 140895/14-12-2023 (Xvumh. 11.3), 32327/14-03-2024 (Zvpmhi. 11.4 &
11.5) & 146707/4-12-2024 (ZoumA. 11.6 & 11.7) oyetikég eykvukiiong pog.

Zopemva pe mv Odnyia 2001/83/EC “The Community code relating to medicinal products for
human use”, tv kotevBuvinpia odnyic EMEA/42371/2008 “Scientific guidelines and
European Pharmacopoeia monographs” xat to Nopo 1425 “Kopwon g Zoppoong yo v
exnovnon Evponaikig @appokorotiog kot dALeC d10TAEEIC”, 1| TPOCAPUOYN OTI OTALTHGELS,
nov tibevton og 10y0 oTIg avapepOeioeg uepoUnVies, Elval LVIOYPEMTIKY].

O ITPOEAPOX AX/EOD

EYAITEAOXZ MANQAOIIOYAOZ
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Amodéxteg yia evépyeta:
1. Yrovpysio Yysiag kon Kowvovikig AAAnieyyong
Alvon @apudxev koat Doppokeiov

2. ZvAloyos Avtirpocdnev @Pop/kodv Edav ko Ewdikotitov
0086¢ Tatoiov.180 yAu. EOvikig Od00 ABnvav-Aapiog, 146 71- Néa EpvBpaic.

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

4. Hovediqvio ' Evoon @appoxofrop/vieg
A. Knowiog 324-326, N. Yoywo, T.K. 15451 (pef@pef.ar)

5. Xvdeopog Avrurpoocanmv, Ewcayonyiov & MMapackevastdv Ktnv/kdv @oppdkov
Ayiov Kovotavtivov 40, Epropuco kévipo AI®GPIO, Mopovot, 15124, Attw).

6. AYT/TEEGA
Meocoyeiov 227, T.K. 11525, Ztpaton. [Tandyov
(ne v Topdrinomn evnuépwong T@v Noonievtik®v [dpuudtov dikaiodociog Tov)

7. AYIIEE
(ne v mopaxkinon evnuépwong twv Noonievtikov Idpvudtov & Kévipov Yyelag tng
TEPLOEPELAG TOVC)

Eowtepixn Aiavoun (uovo ue §iekTtpoviko tayvdpoucio):
1. A/von Alvon A/kdv Yrnpeowodv EAéyyov Ipoidvtav

2. Alven A&ohdynong Ipoidviev

3. Alvon Aebvav, Anpociov Xyxécewnv & ITAnpopopnong
4. Aiven Eréyyov Mapaywyng & Kukhogopiag ITpoidvimv
5. A/ven Epyactnpiov

6. Alvon @ap/xav Meketov & Epsuvav

7. Tuqua @appokonotiog A/vong Epyastnpiov


mailto:sfee@sfee.gr
mailto:pef@pef.gr
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NEA, ANAGEQPHMENA KAI AIOPOQMENA KEIMENA TOY
YYMIIAHPQMATOX 11.8 THE ENAEKATHX (11"*) EKAOXHX THX
EYPQIIATIKHE ®APMAKOIIOIIAX

NEA KEIMENA XTO XYMIIAHPQMA 11.8 THX 11"= EKAOXHX THX
EYPQIIAIKHY ®APMAKOIIOIIAX

Ta mopoxdzo keiueva gupoviovral yio Tparty popd otnv Evpwraixy @opuorxomotia. Oo teBodv
o€ epoapuoyn to apyotepo v 1" loviiov 2025.

KE®AAAIA 'ENIKOY MEPOYX

Capillary isoelectric focusing for recombinant therapeutic monoclonal
antibodies

5.1.13. Pyrogenicity

2.5.44,

MONOI'PA®IEX

D appoKoTEVIKEG POPPES

Orodispersible films (3195)

DuTIKEG OPOYES KOL CKEVAGIATA PVTIKAV dPOyQV
White mulberry leaf (3164)

Opowonmadnriké ckegvdoparta

Iberis amara for homoeopathic preparations (2838)

Movoypa@ieg
Dapagliflozin propylene glycol Memantine hydrochloride (2773)
monohydrate (3137)

Olodaterol hydrochloride (3174)
Dapagliflozin propylene glycol tablets
(3175) Rosuvastatin zinc tetrahydrate (3135)

KEIMENA IIOY EXOYN ANAGEQPHGOEI XTO XYYMIIAHPQMA 11.8 THX 111=
EKAOXHE THX EYPQIIAIKHE ®PAPMAKOIIOIIAX
To wopaxotw xeiueva Exovv ovabswpnbel teyvikd oe ayéon Ue THY TPONYODUEVH ONUOTIEDTT
7006. Oa 1000V e epapuoyn v 1" Ioviiov 2025 to apyotepo.

KE®AAAIA 'ENIKOY MEPOYX

2.4.20. Determination of elemental impurities

2.6.30. Monocyte-activation test

2 6.40 Monocyte-activation test for vaccines containing inherently pyrogenic
T components
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2.7.24. Flow cytometry

3.1.3. Polyolefins

314 Polyethylgne withoqt additives for containers for parenteral preparations and for
ophthalmic preparations

315 Polyethylgne with a(_jditives for containers for parenteral preparations and for
ophthalmic preparations

316 Polypropylene for cc_)ntainers and closures for parenteral preparations and
ophthalmic preparations

317 Poly_(gethylene - vi_nyl acetate) for containers and tubing for total parenteral
nutrition preparations

3.3.4. Sterile plastic containers for human blood and blood components

3.3.7. Sets for the transfusion of blood and blood components

4, Reagents

5.1.10. Guidelines for using the test for bacterial endotoxins

5.2.6. Evaluation of safety of veterinary vaccines and immunosera

5.2.7. Evaluation of efficacy of veterinary vaccines and immunosera

5911 Carrier proteins for the production of conjugated polysaccharide vaccines for
human use

5.22. Names of herbal drugs used in traditional Chinese medicine

5.31. Phage therapy medicinal products

5.34. Additional information on gene therapy medicinal products for human use

MONOI'PA®IEX

I'evikéc Movoypagieg

Immunosera for human use, animal (0084) Substances for pharmaceutical use (2034)

Pharmaceutical preparations (2619) Vaccines for human use (0153)

Radiopharmaceutical preparations (0125) Vaccines for veterinary use (0062)

D oppoKOTEVIKEG POPPES

Intravesical preparations (2811) Parenteral preparations (0520)

Oromucosal preparations (1807) Preparations for irrigation (1116)

Eppoéio yia avOpomivy ypiion

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

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)

Haemophilus type b and meningococcal group C conjugate vaccine (2622)

Haemophilus type b conjugate vaccine (1219)
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Hepatitis B vaccine (rDNA) (1056)

Meningococcal group A, C, W135 and Y conjugate vaccine (3066)
Meningococcal group C conjugate vaccine (2112)

Meningococcal polysaccharide vaccine (0250)

Pneumococcal polysaccharide conjugate vaccine (adsorbed) (2150)
Pneumococcal polysaccharide vaccine (0966)

Rabies vaccine for human use prepared in cell cultures (0216)

Tick-borne encephalitis vaccine (inactivated) (1375)

Eppoio yio ktnvietpikn ypnon

Salmonella Enteritidis vaccine (live, oral) for chickens (2520)

Salmonella Typhimurium vaccine (live, oral) for chickens (2521)
Pao10@uppokevTIKG oKeLAopOTO

Gallium (%8Ga) chloride (generator-produced) solution for radiolabelling (2464)
Technetium (**™Tc) human albumin injection (0640)
Tetra-O-acetyl-mannose triflate for radiopharmaceutical preparations (2294)

DuTIKEG OPOYES KOl CKEVAGNOTO QUTIKAV dPOYDV

Ash leaf (1600) Pale coneflower root (1822)
Black horehound (1858) Pumpkin seed (2941)

Burdock root (2943) Purple coneflower herb (1823)
Horse-chestnut bark (2945) Purple coneflower root (1824)
Moutan bark (2474) Ribwort plantain (1884)
Narrow-leaved coneflower root (1821) Rosemary leaf (1560)

OporomadnTikd ckevdopata
Cuprum aceticum for homoeopathic preparations (2146)
Movoypa@icg

Amikacin sulfate (1290) Anticoagulant and preservative solutions
for human blood (0209)
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Anti-T lymphocyte immunoglobulin for
human use, animal (1928)

Bovine serum (2262)

Calcium levulinate dihydrate (1296)
Chloramphenicol sodium succinate (0709)
Chlorhexidine digluconate solution (0658)
Colistimethate sodium (0319)

3-0-Desacyl-4'-monophosphoryl lipid A
(2537)

Dicloxacillin sodium monohydrate (0663)

Doxapram hydrochloride monohydrate
(1201)

Flucloxacillin sodium monohydrate (0668)
Flumetasone pivalate (1327)

Glucose (0177)

Glucose monohydrate (0178)
Haemaodialysis, solutions for (0128)

Haemofiltration and haemodiafiltration,
solutions for (0861)

Human albumin solution (0255)
Human alpha-1-proteinase inhibitor (2387)

Human antithrombin 11l concentrate
(0878)

Human C1l-esterase inhibitor (2818)
Human coagulation factor V11 (1224)
Human coagulation factor V111 (0275)

Human coagulation factor 1X (1223)
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Human coagulation factor X1 (1644)
Human fibrinogen (0024)

Human normal immunoglobulin for
intramuscular administration (0338)

Human normal immunoglobulin for
intravenous administration (0918)

Human normal immunoglobulin for
subcutaneous administration (2788)

Human plasma (pooled and treated for
virus inactivation) (1646)

Human prothrombin complex (0554)
Human von Willebrand factor (2298)
Kanamycin acid sulfate (0033)

Kanamycin monosulfate monohydrate
(0032)

Methylene chloride (0932)

Peritoneal dialysis, solutions for (0862)
Polymyxin B sulfate (0203)
Procainamide hydrochloride (0567)
Propylthiouracil (0525)

Simeticone (1470)

Sodium citrate dihydrate (0412)
Sodium molybdate dihydrate (1565)
Solutions for organ preservation (1264)
Sorafenib tosilate (2931)

Thiamazole (1706)

Zinc acetate dihydrate (1482)
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KEIMENA ITOY EXOYN AIOPOQOEI XTO XYMITAHPQMA 11.8 THX 114*
EKAOXHX

Ta moapaxdto xeipevo €povv dopbwbel oto Zvumiipope 11.8 g 117 ékdoong g
Evponaikng Pappokonotiog Kot pépovy mive amd Tov Titho T onpeimon *’o1dpbwon 11.8° .
O1 dropBmoelc mpémet va Aapfdvovtal v’ YV TO GLVTOROTEPO FLVATO Kot OYL APYOTEPQ 0T
v 28" dgfpovapiov 2025.
MONOI'PA®IEX
Movoypagieg
Dabigatran etexilate mesilate (3095)
Ethambutol hydrochloride (0553)
Kaolin, heavy (0503)

KEIMENA TQN OIIOIQN O TITAOX AAAAEE XTO XYMITAHPQMA 11.8 THX
11" EKAOXZHZ

MONOI'PA®IEX
Dicloxacillin sodium monohydrate (0663) (zponyovuévwe Dicloxacillin sodium)
Doxapram hydrochloride monohydrate (1201) (zponyovuévers Doxapram hydrochloride)

Gallium (%8Ga) chloride (generator-produced) solution for radiolabelling (2464)
(mponyovuévarc Gallium (®Ga) chloride solution for radiolabelling)

Kanamycin monosulfate monohydrate (0032) (zponyovuévare Kanamycin monosulfate)

Sodium citrate dihydrate (0412) (zponyovuéveg Sodium citrate)
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