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AIEYOYNXH EPI'AXTHPIQN
TMHMA ®APMAKOIIOIIAX ANAPTHTEA 2TO AIAAIKTYO
[TAnpoeopieg:  A. Maxpitng Abnva, 11-12-2020
TnAépwvo: 213 2040379 Ap0. [Ipwt. 131086
Fax: 213 2040562 [Ipogc: Onwg o mivakog amodekT®dV
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EI'KYKAIOX

Ofno: Ofon 6 160 Tov Xvuminpopatog 10.3 g 10" "Exdoong g
Evporaikig ®appoxomoriog

20g KOWOoTOolovLE o VEa, oopOmpuéva kol avabempnpéva Keijeva Tov mTepréyovron
oto Topnijpopa 10.3 g 10" "Exdoong g Evpomaikig Poapuakomotiog kot
ti0evton o€ 1oy0 omd v 1/1/2021.

YrevOopileton 611 ém¢ tdpa 10" £xdoon g Evponaikng Papuakomrotiog et 1ebel o€
oyd pe 1ig v’ app. Tpwt. 153957/09-12-2019 (suvorikh ékdoon 10.0), 36386/20-03-
2020 (ovpmh. 10.1) & 60686/09-06-2020 (cvumh. 10.2) oyetikéc £yKLKAIOVS HOG.

Yopeove pe v Odnyia 2001/83/EC  “The Community code relating to medicinal
products for human use”, v kotevBuviipuo odnyio. EMEA/42371/2008 “Scientific
guidelines and European Pharmacopoeia monographs” kot to Nopo 1425 “Kvpwon tng
YopPaong vy v ekmoévnon Evponaikng Pappoxomotiog kot dileg dwotdelc”, m
TPOCAPUOYN OTIC AMALTNGELS, TOV Tifevtan o€ oY1 oTig avaeepbeices nuepounvieg, etvon
VIOYPEDTIKN.

O ITPOEAPOX AZ/EO®

AHMHTPIOX OIAIIIIOY
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Am0OEKTES Y1 EVEPYELAL:
1. Yrovpysio Yysiag kon Kowvovikig AAAnieyyong
Alvon @apudxev koal Doppokeiov

2. X0rhoyog Avturpoocanmv Pap/kav Edav kot Etdwkotiitov
T.0. 52894, 146 10 - Néa EpvOpaia.

3. X.0.E.E
A. Knooiog 280 & Aypwviov 3, 15232, Xoddvopt, Adnva (sfee@sfee.qr)

4. Hovediqvio ' Evoon @appoxofrop/viag
A. Knowoiag 324-326, N. Poyuo, T.K. 15451 (pef@pef.gr)

5. Xdvdeopog Avtirpoocdnmv, Ewcayoyiov & Mapacksvastdv Ktnv/kov ®appaxov
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 dikaiodociag Tov)

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

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

2. Alvon A&ohdynong [poidviov

3. Alvon Aiebvav, Anupociov Xyxécewnv & ITAnpoedpnong
4. Aiven Eréyyov Mapaywyng & Kukhogopiag ITpoidvimv
5. Alven Epyactnpiov

6. Alvon @ap/xov Meketov & Epsuvav

7. Tuqua @appokonrotiog A/vong Epyastnpiov
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NEA, ANAOGEQPHMENA KAI AIOPOQMENA KEIMENA TOY
SYMMNAHPQMATOZ 10.3 THZ AEKATHZ (10"%*) EKAOZHZ THZ EYPQMNAIKHZ=
®APMAKOMNOIIAZ

NEA KEIMENA =TO YMMNAHPQMA 10.3 THX 10"* EKAOZHZ=

Ta napakdtw Keiyeva eu@avifovrar yia npwtn @opd oTrnv  Eupwnaikn
®apuakoroiia. ©a TeBouv o€ spapuoyn To apyotepo Tnv 1" Iavouapiou 2021.

KE®AAAIA FTENIKOY MEPOYZ

2.6.32. Test for bacterial endotoxins using recombinant factor C

5.1.12. Depyrogenation of items used in the production of parenteral
preparations
5.17.2. Recommendations on testing of particulate contamination: visible
particles
MONOIPA®IEZ

PadiopapHAKEUTIKGO OKEUAOHATA KAl NP®TEG UAEG YId TNV NAPACKEUN TOUG
Betiatide for radiopharmaceutical preparations (2551)

Gallium (°8Ga) chloride (accelerator-produced) solution for radiolabelling (3109)
DUTIKEG SPOYEG KAl OKEUAOHATA (PUTIKOV 3pOoywmv
Cyathula root (2998)

Ganoderma (3001)

Movoypaieg

Amprolium hydrochloride for Latanoprost (2230)

veterinary use (3010) DL-Lysine acetylsalicylate (2812)
Deferasirox (2933) Rivaroxaban (2932)
Dronedarone tablets (3038) Trifluridine (2910)

KEIMENA MNOY EXOYN ANAOGEQPHOEI XTO XYMMNAHPQMA 10.3 THXZ 10"*
EKAOZHz

Ta napakdTw Keiueva exouv avabewpnOei TEXVIKA O OXEON LE TNV NPonyouuEVn
dnuoaisuorn ToUuG. Oa TEBouv ot gpapuoyn To apyorepo tnv 1" Iavouapiou
2021.

KE®AAAIA FTENIKOY MEPOYZ

2.2.2. Degree of coloration of liquids

2.2.24. Absorption spectrophotometry, infrared

2.2.29. Liquid chromatography

2.2.38. Conductivity

2.2.49. Falling ball and automatic rolling ball viscometer methods

2.6.12. Microbiological examination of non-sterile products: microbial
enumeration tests

2.6.13. Microbiological examination of non-sterile products: test for


ΑΔΑ: ΩΧΔΒ469Η25-ΗΣΤ


AAA: OXAB469H25-HZT

specified micro-organisms
2.6.27. Microbiological examination of cell-based preparations
2.7.14. Assay of hepatitis A vaccine

2.9.19. Particulate contamination: sub-visible particles

3.3.4. Sterile plastic containers for human blood and blood components
3.3.8. Sterile single-use plastic syringes

4, Reagents (véa, avabswpnueva, diopbwueva)

5.1.4. Microbiological quality of non-sterile pharmaceutical preparations

and substances for pharmaceutical use
5.1.5. Application of the F concepts to heat sterilisation processes
5.1.10. Guidelines for using the test for bacterial endotoxins
5.22. Names of herbal drugs used in traditional Chinese medicine

MONOTIPA®IEZ
Fevikég Movoypagieg

Substances for pharmaceutical use (2034)

PAPHUAKOTEXVIKEG HOPPEG

Nasal preparations (0676)

Oromucosal preparations (1807)

EuBOAIa yia avBpmnivn XpRon

Diphtheria and tetanus vaccine (adsorbed) (0444)

Diphtheria and tetanus vaccine (adsorbed, reduced antigen(s) content) (0647)
Diphtheria, tetanus and hepatitis B (rDNA) vaccine (adsorbed) (2062)

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

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

Diphtheria, tetanus and pertussis (whole cell) vaccine (adsorbed) (0445)

Diphtheria, tetanus and poliomyelitis (inactivated) vaccine (adsorbed, reduced
antigen(s) content) (2328)

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)

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)
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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)

Diphtheria, tetanus, pertussis (whole cell) and poliomyelitis (inactivated) vaccine

(adsorbed) (2061)

Diphtheria, tetanus, pertussis (whole cell), poliomyelitis (inactivated) and
haemophilus type b conjugate vaccine (adsorbed) (2066)

Tetanus vaccine (adsorbed) (0452)
EQgBOAIa yia KTNVIATPIKA Xpnon

Tetanus vaccine for veterinary use (0697)

DUTIKEG SPOYEG KAl OKEUAOHATA PUTIKOV 3poywmv

Belamcanda chinensis rhizome
(2561)

Caraway fruit (1080)

Clove (0376)

Hawthorn leaf and flower (1432)
Hawthorn leaf and flower dry extract
(1865)

Hawthorn leaf and flower liquid

extract (1864)
OpolIonadnTika okevuaocuHara

Homoeopathic preparations (1038)

Lime flower (0957)

Lovage root (1233)

Opium dry extract, standardised
(1839)

Passionflower herb (1459)
Passionflower herb dry extract
(1882)

Pillules for homoeopathic preparations (2153)

Movoypagieg

Acamprosate calcium (1585)
Acetylcysteine (0967)

Adrenaline (2303)

Ascorbyl palmitate (0807)
Bambuterol hydrochloride (1293)
Betamethasone (0312)
Betamethasone acetate (0975)
Betamethasone dipropionate (0809)
Bleomycin sulfate (0976)

Borax (0013)

Calcium carbonate (0014)
Calcium chloride dihydrate (0015)
Calcium sulfate dihydrate (0982)
Celiprolol hydrochloride (1632)
Cetostearyl alcohol (0702)

Codeine monohydrate (0076)
Codeine phosphate hemihydrate
(0074)

Cod-liver oil, farmed (2398)
Cyanocobalamin (0547)
Danaparoid sodium (2090)
Deferiprone oral solution (2987)
Deferiprone tablets (2986)
Dexamethasone (0388)
Dexamethasone acetate (0548)
Dipotassium phosphate (1003)
Disodium phosphate (1509)
Disodium phosphate dihydrate
(0602)
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Disodium phosphate dodecahydrate
(0118)

Epinastine hydrochloride (2411)
Epirubicin hydrochloride (1590)
Ergotamine tartrate (0224)
Etanercept (2895)

Everolimus (2918)

Fluoxetine hydrochloride (1104)
Human coagulation factor IX (rDNA)
concentrated solution (2522)
Human coagulation factor IX (rDNA)
powder for solution for injection
(2994)

Infliximab concentrated solution
(2928)

Isoconazole (1018)

Isoconazole nitrate (1017)
Ketoconazole (0921)

Labetalol hydrochloride (0923)
Lacosamide infusion (2991)
Lacosamide oral solution (2990)
Lacosamide tablets (2989)
Lactose (1061)

Lactose monohydrate (0187)
Letrozole (2334)

Magnesium chloride hexahydrate
(0402)

Magnesium hydroxide (0039)
Magnesium oxide, heavy (0041)
Magnesium oxide, light (0040)
Magnesium sulfate heptahydrate
(0044)

Mexiletine hydrochloride (1029)
Minocycline hydrochloride dihydrate
(1030)

Moxifloxacin hydrochloride (2254)
Mupirocin (1450)

Mupirocin calcium (1451)
Mycophenolate sodium (2813)
Ofloxacin (1455)

Omega-3-acid triglycerides (1352)
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Pentobarbital (0200)
Pentobarbital sodium (0419)
Potassium chloride (0185)
Potassium clavulanate (1140)
Potassium clavulanate, diluted
(1653)

Prednisolone acetate (0734)
Prednisone (0354)

Primidone (0584)

Raltegravir chewable tablets (2939)
Raltegravir tablets (2938)
Rosuvastatin tablets (3008)
Salmon oil, farmed (1910)
Silver, colloidal (2281)

Sitagliptin tablets (2927)

Sodium acetate trihydrate (0411)
Sodium carbonate (0773)
Sodium carbonate decahydrate
(0191)

Sodium carbonate monohydrate
(0192)

Sodium dihydrogen phosphate
dihydrate (0194)

Sodium hydrogen carbonate (0195)
Sodium laurilsulfate (0098)
Sodium metabisulfite (0849)
Solutions for organ preservation
(1264)

Sotalol hydrochloride (2004)
Streptomycin sulfate (0053)
Sulfobutylbetadex sodium (2804)
Sulfur (0953)

Sulfuric acid (1572)

Tramadol hydrochloride (1681)
Tramazoline hydrochloride
monohydrate (1597)

Vitamin A concentrate (oily form),
synthetic (0219)

Wheat starch (0359)

Wool alcohols (0593)

Zinc acexamate (1279)

KEIMENA NOY EXOYN AIOPOQOEI TO YMMNAHPQMA 10.3 THX 10"
EKAOZHZ
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Ta napakdaTw Keipeva €xouv dlopBwlei oTto SupnAnpwua 10.3 Tng 10" £kdoaong
NG Eupwnaikng dapuakonoliac kalr Qepouv navw and Tov TITAO Tn onueiwon
"310pOwon 10.3"”. O1 diopBwaoeic npenel va AauBavovTal un’ OYWIiv To OUVTOUOTEPO
duvaTo kai oxl apyoTtepa ano Tnv 31" AuyouoTou 2020.

KE®AAAIA TENIKOY MEPOYZ
2.2.39. Molecular mass distribution in dextrans

2.6.37. Principles for the detection of extraneous viruses in immunological
veterinary medicinal products using culture methods

MONOIPA®IEZ

DUTIKEG OPOYEG KAl OKEUAOHATA PUTIK®OV 3poywvV

Chinese goldthread rhizome (2715)
Movoypapigg

Alfentanil hydrochloride hydrate Josamycin propionate (1982)
(1062) Lactitol monohydrate (1337)
Amphotericin B (1292) Levocabastine hydrochloride (1484)
Azathioprine (0369) Neomycin sulfate (0197)

Bacitracin zinc (0466) Nevirapine hemihydrate (2479)
Colistimethate sodium (0319) Paclitaxel (1794)

Colistin sulfate (0320) Phenylephrine (1035)

Copovidone (0891) Phenylephrine hydrochloride (0632)
Cyclizine hydrochloride (1092) Pimobendan for veterinary use
Dimethyl sulfoxide (0763) (2179)

Ergometrine maleate (0223) Polymyxin B sulfate (0203)
Fingolimod hydrochloride (2988) Raltegravir potassium (2887)
Fluphenazine enantate (1015) Rifamycin sodium (0432)
Galantamine hydrobromide (2366) Rivastigmine (2629)

Gentamicin sulfate (0331) Spiramycin (0293)

Glycine (0614) Stanozolol (1568)

Indapamide (1108) Tilidine hydrochloride hemihydrate
Josamycin (1983) (1767)

KEIMENA TQN OMOIQN O TITAOZ AAAAZE ZTO YMIMNAHPQMA 10.3 THZ
10"% EKAOZHZ

KE®AAAIA FENIKOY MEPOYZ

5.1.5. Application of the F concepts to heat sterilisation processes
(nponyouuevwc Application of the F, concept to steam sterilisation of
aqueous preparations)
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MONOIPA®IEZ

DUTIKEG OPOYEG KAl OKEUAOHATA PUTIK®OV 3poywvV

Hawthorn leaf and flower liquid extract (1864) (nponyouusvwc Hawthorn leaf and
flower liquid extract, quantified)

Passionflower herb (1459) (nponyouugvwc Passion flower)

Passionflower herb dry extract (1882) (nponyouuevwc Passion flower dry extract)
Movoypaigg

Silver, colloidal (2281) (nponyouuévwg Silver, colloidal, for external use)

Sulfur (0953) (nponyouuevwc Sulfur for external use)

KEIMENA NOY AIATPA®ONTAIL
Ta enoueva keiyeva diaypdpovtal ano 1" Iavouapiou 2021.

MONOIPA®IEZ
Carisoprodol (1689)
Meprobamate (0407)
Nalidixic acid (0701)
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