ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Kpépa o&1kAc vdbpokopTi{ovng 0,5%, @aitvoAng 0,5%,
REVOOANG 0,2% katL ZnO 2%

Hydrocortisone acetate 0.5%, phenol 0.5%, menthol
0.2% and zinc oxide 2% cream

CGR-ES-070 * Ekboaon / Version 5.0 « 10.09.2026
MpwTtoBouvAia CUAAOYAC LALKOD amd £YKLPEG TINYEC, WG Bdon yia Tn dnuiovpyia EAANVIKOO formulary.
2TaoWwoC Xp. ZIKAALLG.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

Tekunplwévn BLBALOYpAQLKH TPOCBrKN: amatTe(l TOMLKY EMOTNMOVLKY £€yKpLan TP amnd Xprion wg KOpLo
deAtio mopaokeLAC.

Documented bibliographic addition; requires local scientific approval before use as a master formulation record.

Mnyn / Source: FN/2003/FMT/002 ACETATO DE HIDROCORTISONA Y FENOL, CREMA DE * Al — enionun gappakomnotia /
guvtayoAdyto ¢ FN/2003/FMT/002

AeATio Tekunplwong MPoC TomLkr emoTNUOVIKA £yKplon. Aev anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dapuakoTeEXVIKH Hoper / Dosage form
Kpépa, yaAdktwua O/W

Cream, O/W emulsion

AAAeg ovopaoieg / Other names

Agv HNAWVETAL dLAPOPETIKO GUVWIVLIO OTNY TINYH.

No different synonym is stated by the source.
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 g

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda
A Quantity Unit

No

1 OEkr vdpokopTIZdYN 0.5 g

Hydrocortisone acetate

2 davoAn 0.5 g
Phenol
3 PakeuLkr) HevOOAN 0.2 g

Racemic menthol

4 OEe(blo yevdapyvpouv 2 g
Zinc oxide
5 MPOTMLAEVOYALKOAN q.s. g

Propylene glycol
6 Mn ovikd yordkTwuo O/W 2 EX011 g.s. ad 100 g
Nonionic O/W emulsion 2 EX011
Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = péxpL TEALkS oOvoAo. Aev petatpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevaopatog / Preparation description
A€LKH, OTIATIV, NULOTEPEN KPEUa UE BlaoTopUEVEG OTEPEEC DAEC. [1]

White, glossy, semisolid cream containing dispersed solids.

Apaon kaiL xpAon / Action and use

H AEMPS Ttnv neplypd@eL yLo CUPMTWHATLKE TOTILKE OVTLLETWILON AEYHOVWOWY ] AAAEPYLKWV
BEPUATIKWY BAABWY PE KVNOUS. ZuVOLATEL KOPTIKOOTEPOELSEC, AVTLKVNOUWON CUCTATLKA Kot
MPOOoTATELTIKS ZnO. [1]

AEMPS describes symptomatic topical treatment of inflammatory or allergic itchy skin lesions, combining a
corticosteroid, antipruritic ingredients and protective zinc oxide.

Mpodlaypagéc / Specifications

A€LKH, OTIATIVA, NULOTEPEN KPEUQ UE DLOOTIOPUEVEG OTEPEEG DAEC. MoadTNTEG/MOLOTNTA MPWTWY VLAWY
Katd §3. Aev opéyeTal EL6LKO aplOUNTIKS 6pLo MEPLEKTIKAOTNTAC TEALKOU TipoidvToc. [1]

White, glossy, semisolid cream containing dispersed solids. Quantities/raw-material quality follow §3. No
specific numerical finished-product assay limit is provided.
ZuvOnkeg kalL mpo@uAa&elg / Conditions and precautions

Ta otowxela MPWTWY LAWY HgV oLVLOTOOY HEAETN OTABEPSHTNTAG TEALKOD OKEVAOUATOG. «AgV
TEKUNPLWVETAL» BEV ONUaivEL «OTABEPO» 1] «AOPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto owg / Light
To TeAKS oKeDAOUA GUAGCOETOL TIPOOTATEVUEVO aTd QWE KATA T Hovoypapia. [1]

The finished preparation is stored protected from light under the monograph.
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EvaioOnoia otov aépa / Air
A&V TeEKUNPLWVETAL £L6LKO oTolxe(o Yo To TeEAKS okebaopa aTLc eEeTaobeloeg nnyéc. Anatte{Tat
OLUUMANPWHATIKA TekUNPlwan npwv oploBel mpodiaypaen. [11]

No specific finished-product information is established in the reviewed sources. Additional evidence is required
before defining a specification.

EvaioOnoia oto vepo / Water

ZnO: PaKTLKA abldAvTo ot vePS Kol atBavoAn.
H pakeutkr) pevBOAn elval mpaktikd adldAvtn oto vepd Kat MOAD dlaAvth otnv atBavoAn katd PA021. [4,
5]

ZnO: practically insoluble in water and ethanol.
Racemic menthol is practically insoluble in water and very soluble in ethanol under PA021.

EvaioOnoia otnv vypacia / Humidity
H PAO15 Zntd xoapnAr vypacio Kal v Yuxpw EVOWPATWAON 0ELKAG LEPOKOPTLLOVYNG O TOTILKEG BATELG. Agv
op(CeL apBuNTKS 6pLo vypaoiag. [7]

PA015 requires low humidity and cold incorporation of hydrocortisone acetate into topical bases; no numerical
humidity limit is given.

EvaloOnoia otn Osppokpacia / Temperature
®OAAEN TEALKOL TpoidvToC: KaTw amnd 30°C, KaAd KAELOTS Kot MPooTATEVHEVO amnd To ewe. H emeEepyaalia
aKOAOLOE( TIG €LOIKEC Beppokpaciec Tng Hebddov. [1]

Finished-product storage: Below 30°C, tightly closed and protected from light. Processing follows the
method-specific temperatures.

EvaioOnoia oe pH / pH
ZnO: dlaAdeTaL og apald avépyava oféa: pe Amopd oféa oxnuatiCel odnwvec. [4]

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

AAAeg aovppatoéTnTeg / Other incompatibilities
MevBOAN: e0TNKTA PiyHATA PE KAPQOPA/OLUOAN: AoLPBATITNTA PE LOXLPA OEEWBWTIKA. [5]

Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

AkpBelc TavtdTnTEG: OELKA LEPOKOPTLZOVN / Hydrocortisone acetate; ®awvdAn / Phenol; Pakeukn
HEVOOAN / Racemic menthol; O&e(dlo yevbapyvpou / Zinc oxide; MpomuAevoyAvkdAn / Propylene glycol; Mn
LOVIKO YoAdKTwHa O/W 2 EX011 / Nonionic O/W emulsion 2 EX011. XpnolUomoloOvTal gapUaKOTIOWAKES
TMPWTEG DAEG TNG MO PAMEUTIOMEVNG €KBoOoNG, He emaABevan CoA. Aev aAAdleL avBaipeTa dAag,
evuddtwon f neplektikdTnTo. H moodtnta g.s. Kataypdeetal atny naptida. [1]

Exact identities: O&ikr) vdpokopTICdVn / Hydrocortisone acetate; ®awvdAn / Phenol; Pakepikr) pevBOAn / Racemic
menthol; O&e(6lo yevdapyvpou / Zinc oxide; MpomuAevoyAvkOAn / Propylene glycol; Mn t1ovikd yaAdkTwua O/W 2
EX011 / Nonionic O/W emulsion 2 EX011. Use pharmacopoeial raw materials of the referenced edition, with CoA
verification. Do not arbitrarily change salt, hydration state or strength. Record the actual g.s. amount in the
batch.

ZuvOnkec MapaokevhG / Preparation conditions

Epyaotnplakd neptBdAiov Katd tov napaneunduevo AEMPS PN: 25+5°C kat oxeTikn vypoaoia =60%,
EKTOG av N €161k o0vBeon anattel dLapopeTikd. H Bepuokpacia neptBadAlovtog Slagépel and tn
Bepuokpaoia eneEepyaoiag. [2]

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless
the specific formulation requires otherwise. Room temperature differs from processing temperature.
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MpoguAad&eilc mpoowmnikoL / Staff precautions

KaBapn npootateuTikr evbupacia Kot KAAVUUA KEQAANG Katd AEMPS PN/L/PG/002/00. Omou undpyet
mbavoTnTa EMNUPAG, KATAAANAQ YavTia- mpooTacia avamnvorGg/o@OaALWwY OToL 0 XELPLOUOG OKOVNG TO
anottel. To akptB€g LALKS yavTLoD, 0 agplouds Kal n mpootacia avamnvorig kadopi{Covtal and SDS Kat
ToTKkA eKkTiUnon ékBeong.

MevBOAN: mpooTacia 0QPOAAUWY KoL oLy ENMAPAG/ELOTIVONG oKOvNG.

®davdéAn: anopuyr SEPUATIKAG/0QPOAAUKAC EMAPC, KATAAANAX YdvTia Katd SDS kat duvatdtnTa dusong
0QOaALLKAG €KTALONG. [3, 5, 6]

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

Menthol: eye protection and prevention of contact/dust inhalation.

Phenol: prevent skin/eye contact, select gloves using the SDS and provide prompt eyewash access.

ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

KopTIkooTEPOELGEC: KIVOLVOG CUOTNUATIKAC AMOPPOPNONG OE EKTETAPEVN, MAPATETAMEVN 1] ATIOPPAKTLKN
epappoyr. H pawvdAn anattel 1dlaitepo €Aeyxo €kBeang MPoowmkoo.

dawoAn: amoppdenon and GEpUa, EYKAOUATA KAl oLOTNUATIKA ToElkdTNnTa. [1, 6]

Corticosteroid: systemic absorption risk with extensive, prolonged or occluded application. Phenol requires

specific staff-exposure control.
Phenol: skin absorption, burns and systemic toxicity.

Texkpnpiwon duapkeilag xpRong / Evidence for beyond-use period

H Bk povoypagia avagépet 3 priveg, névo epdoov mepLéxel auvTnNENTIKS LTS TIC KABOPLOUEVEC
ouvorkeg. Mpdkeltal yia nepiodo tNG MNYNAG, OxL yla aveEdptnTta emPBeRatwpévn otabepdTnTA TNG
TOMKAC nMapTidag. Anatte{tal avtiotoixlon obvBeong, ouvTNPENTIKOD, MEPLEKTN KL QUAAENG, EAEYXOC TWY
LOXLOLOWVY AMOLTACEWY KoL £yKpLon vmevBovou. H mpayuaTikg nuepopnvia pével KevA. [1]

The specific monograph states 3 months, only if preserved under its specified conditions. This is a source
period, not independently verified stability of the local batch. Match composition, preservative, container and
storage, check applicable requirements and obtain responsible approval. The actual date remains blank.

EEapTtwpeveg Baocelg / Required bases

CGR-ES-020 — Mn woviké yoAdkTtwua O/W 2 — EX011 / Nonionic O/W Emulsion 2 EX011
O Bdoelg mov avapépovTal MeEPLAAPBAVOVTAL 0TO MAKETO: EAEYETE Kal TIC eEapTroELg TouG. [1, 8]

CGR-ES-020 — Mn wovikd yaAdkTwua O/W 2 — EX011 / Nonionic O/W Emulsion 2 EX011
Referenced bases are included in the package; also check their dependencies.

EvbelKTIKOG eEomALOMOG / Indicative equipment

Zuy06G KaTdAANANG SLaKPLTIKAG LkavdTNTaC, Youdl/ondtovAa, KATAAANAOL TEPLEKTEG AVAMLENG KOL TEALKO
boyelo. MpooBéoTte OYKOUETPLKA Yo ML, eAeyxOuevo voatdAovTPO 1oL N HEB0BOC PoPBAETEL THEN KAl
KaTdAANAo @{ATpo émov Inteltal. AVaALTIKOG €EOMALOUSC OUUQWYA HE TLG BoKLPEG eAEyyou. [2]

Balance with suitable resolution, mortar/spatula, suitable mixing vessels and final container. Add volumetric

equipment for mL, a controlled water bath where melting is specified and a suitable filter where required.
Analytical equipment follows the QC methods.

Awadikaoia mapaokevng / Preparation procedure

1. NapaokevdoTte KoL eAEyETe Tn Bdon EX011 Kat agrjote Tt va yuyBel.

2. AeotpBriote Kat avaulEte TG SpacTIKEC oTOo Youdl.

3. AlaBpéETe Ye TNV EAAXLOTN avayKaio TTPOTUAEVOYAUKOAN.

4. EvowpatwoTte TNV yuxpn Bdon otadlokd Kol OLOYEVOTIOLHOTE E O TOLAQ HEXPL TEALKA Mdla 100 g. H
MPOTMLAEVOYAUKOAN MEPIAaUBAEVETAL 0TNY TEAKA pdla. [1, 2]

1. Prepare and check EX011 and let it cool.

2. Finely triturate and mix the actives in a mortar.
3. Levigate with the minimum necessary propylene glycol.
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4. Gradually incorporate the cooled base and homogenise with a spatula to a final mass of 100 g. Propylene
glycol is included in the final mass.

Mapatnpnoelg / Notes
To enayyeAHOTIKS KE(EVO ava@EpeL 2-3 £QapPUOYEG/NUEPQ YL EVAALKEG Kot TadLd dvw Twy 12, evw) TO
@OAAO aoBevo0C 3. H eTIKETA a@rvel TNV EEQTOMLKELUEVN BoogoAoyia Kevr. [1]

The professional text gives 2-3 applications/day for adults and children over 12, while the leaflet gives 3. The
label leaves patient-specific dosing blank.

Zuokevaoia kaL VALKa / Packaging and materials
MAaoTikd BACo Kpéuag PVC pe E0WTEPLKO TMWHA H MWHA HE EVBELEN MPWTOL avolyhaTog, KaTtd TNy nmnyn.
[1]

PVC cream jar with an inner closure or tamper-evident cap, as specified by the source.

Ynodertypa eTikétag / Label specimen

Kpépa oElknc vdpokopTildvng 0,5%, pavdAng 0,5%, nevbdAng 0,2% kat ZnO 2%

Moodétnta: - NMoptida: - Mapaockevd: - Xprion éwg:

Mévo eEwTepikr xprion. POAaEN: Kdtw and 30°C, KaAd KAELOTO KOl TIPOOTATEVHUEVO AT TO QWG.
AoBevrig/doooAoyia | epyaotnplakr xprion: - dapuakelo/tnAéowvo:

YnédeLyua npog npooapuoyr] and Tov apuakonold: éxt TeAKr eyKeKPLUEVN eTIKETA. [1]

Hydrocortisone acetate 0.5%, phenol 0.5%, menthol 0.2% and zinc oxide 2% cream

Quantity: - Batch: - Prepared: - Use by:
External use only. Storage: Below 30°C, tightly closed and protected from light.
Patient/directions or laboratory use: - Pharmacy/telephone:

Specimen for pharmacist adaptation; not a final approved label.

Mé£006o1 eAéyyou / Quality-control methods

Koatd AEMPS: opyavoAnTTIKA XAPoKTNELOTIKA Kot TEAKH pHdla. Ze mapaywynl napTtidwy enumAéov
ektaowudéTnTa PN/L/CP/003/00, TOMOC YaAakTwHatog PN/L/CP/002/00, pH ywa O/W katd PN/L/CP/001/00
Kol HKPOoBLoAoYLKAG €AeyxoG RFE 5.1.4. Agv opi{CovTtal 0w £8LKA dpLa MEPLEKTLKOTNTAG HPACTIKWY 1 pH-
amaALTOUVTAL TOTILKA KPLTAPLA PV TNV anodéopevon. [1, 2]

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability
PN/L/CP/003/00, emulsion type PN/L/CP/002/00, pH for O/W under PN/L/CP/001/00 and microbiological testing

under RFE 5.1.4. No formula-specific active-assay or pH limits are specified here; local release criteria are
required.

®0Aa&n / Storage conditions
Kétw amnd 30°C, kaAd KAELOTO KoL MPOCTATEVHEVO amd TO QWG. [1]

Below 30°C, tightly closed and protected from light.

Eldikég 0bnyiec 61aOeong / Dispensing instructions

Mévo deppatikd. Oyt og patia, BAevvoydvoug, SlaBpwuévo 6épua 1] evepyd Un EAEYXOUEVN Ao(HWEN.
Motdid pévo pe atpkr emiBAeywn. Mpoooxr o eykupoolvn, BNAaoUS Kol XpHon o€ HEYEAEG emLedveleg. H
b560n oploTikomnote(tal atn cuvtayh. [1]

Cutaneous use only. Avoid eyes, mucosa, eroded skin and active uncontrolled infection. Children require

medical supervision. Exercise caution in pregnancy, breastfeeding and use over large areas. Finalise dosing in
the prescription.
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MpoéAevon Kal emavaypnolpomnoinon / Provenance and reuse

Mnyr: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional.
MpwTtdTunn eAAnVIKA/ayyALkr amédoon kot avadldpbpwaon: EAAnvikd Formulary Sikalias, Ztaowdég Xp.
ZikaAldg, compounding.gr. Bdon enavaypnotpomnoinong: aviso legal AEMPS kat RD 1495/2011, dp6pa
7-10/MNapdpTnua. Alatnpidnkav cOvOeon Kal LOVAESEG: TPOOTEONKAY TTUPATIOUTIEG, SLAKPLTEG CUVTAKTIKEG
ONMELWWOELG Kal Kevd medla mapTidag. Aev uvmodnAwveTal £ykplon tng AEMPS. Kwodkdc €kdoong otnv
ava@opd- NIPO 134-20-002-3 / 090-22-245-5. AkpBri¢ nuepounvia eowTePLkAg avabewpnaong dev
dnAwveTal ota PDF. EAgyxoc npdéoBaong 10.09.2026. Ot inyéc CDC/NIOSH eival 6tabéoipeg dwpedv amnd
CDC: oL OOVTOMEG TEXVLKEC MapaPpAaelg dev vrtodnAwvouy €ykplan CDC.

Source: Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS), Formulario Nacional. Original
Greek/English rendering and restructuring: Greek Formulary Sikalias, Stasinos Chr. Sikalias, compounding.gr.
Reuse basis: AEMPS legal notice and RD 1495/2011, Articles 7-10/Annex. Composition and units retained;
references, distinct editorial notes and blank batch fields added. AEMPS endorsement is not implied. Edition
code appears in the reference; NIPO 134-20-002-3 / 090-22-245-5. The PDFs do not state an exact internal
revision date. Access checked 10 September 2026. CDC/NIOSH sources are freely available from CDC; brief
technical paraphrases imply no CDC endorsement.

BiBAloypa@ikég avagpopéc / References

[1] FN/2003/FMT/002 ACETATO DE HIDROCORTISONA Y FENOL, CREMA DE. FN/2003/FMT/002 Master formula §§3-4;
packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet. Al official formulary. EAeyyog /
Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_002.pdf

[2] PN/L/FF/002/00 ELABORACION DE EMULSIONES. PN/L/FF/002/00 §4.3 environment; §4.4 method; §4.6 controls. A2 official
technical guidance. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_002_00.pdf

[3] PN/L/PG/002/00 INDUMENTARIA. PN/L/PG/002/00 Clothing and protective equipment. A2 official technical guidance.
EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[4] FN/2003/PA/028 OXIDO DE ZINC. FN/2003/PA/028 Raw-material properties, handling and incompatibilities. Al official
formulary. EAgyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf

[5] FN/2003/PA/021 MENTOL RACEMICO. FN/2003/PA/021 Raw-material properties, handling and incompatibilities. Al official
formulary. EAgyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf

[6] niosh_phenol. Official agency page Raw-material properties, handling and incompatibilities. A2 official technical guidance.
‘EAeyyog / Checked 2026-09-10.

https://www.cdc.gov/niosh/npg/npgd0493.html

[7]1 FN/2003/PA/015 HIDROCORTISONA, ACETATO DE. FN/2003/PA/015 Raw-material properties, handling and
incompatibilities. Al official formulary. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_015.pdf
[8] FN/2003/EX/011 EMULSION O/A NO IONICA 2. 2003 PDF pp. 2. Al. EAsyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_011.pdf

[9] AEMPS — Aviso legal. Policy checked 2026-09-10 Reuse conditions. Rights policy, not clinical evidence. EAgyxo¢ /
Checked 2026-09-10.

https://www.aemps.gob.es/aviso-legal/

[10] BOE — Real Decreto 1495/2011, articulos 7-10 y anexo. Policy checked 2026-09-10 Reuse conditions. Rights policy, not
clinical evidence. EAeyxog / Checked 2026-09-10.

https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

Ol avaAuTikéG uéBobdoL ouvoyiCovTal. MNa eKTEAETN amaLToOVTAL Ta A PN TMAPATIEUNMOPEVA KEPAALA,
avTIOpOOTAPLA KOl KPLTAPLA KOATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_002.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf
https://www.cdc.gov/niosh/npg/npgd0493.html
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_015.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_011.pdf
https://www.aemps.gob.es/aviso-legal/
https://www.boe.es/buscar/act.php?id=BOE-A-2011-17560

®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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